a plus sign (+) inside thb box —I + | PTO/SB/08 (08-00) 

I I Approved foruse through 10/31/2002. 0MB 0651-0031 

as. Patent and Tiademark OfRce: U.S. DEPARTMENT OF COMMERCE 



the Paperwork Reduction Act of 1995. no persons are itquired to respond to a collect ton of information unless it contains a valid 0MB control number. 



Substitute for fonn 1449/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Complete if Known 


Application Number 


10/079,429 


Filing Date 


February 22, 2002 


First Named Inventor 


Haseltine et al. 


Group Art Unit 


1652 


Examiner Name 


Washed, N.T. 


Sheet 1 of 5 


Attorney Docket Number 


PF106P3D1 



U.S. PATENT DOCUM ENTS 


Examiner 
Initials* 


Cite 
No.' 


U.S. Patent Document 

KindCode^ 
Number (if known) 


Name of Patentee or Applicant 
of Cited Document 


Date of Publication 
of Cited Document 
MM-DD-YYYY 


Pages, ColunnSt Lines* 

Where Relevant 
Passages or Relevant 
Figures Appear 




Al 


08/154,792 




KOLODNERETAL. 


11/17/1993 








A2 


08/163,449 




KOLODNER ET AL. 

Priority Document - WO95/14085 


12/07/1993 








A3 


08/259,310 




KOLODNERETAL. 
Priority Document -W095/ 14085 


02/22/1995 








A4 


08/352,902 




LISKAYETAL. 
Priority Document -W095/16793 


12/09/1994 








A5 


08/209,521 




LISKAYETAL. 
Priority Document -W095/16793 


03/08/1994 








A6 


08/168,877 




LISKAY ET AL. 
Priority Document -W095/16793 


12/17/1993 








A7 


09/912,292 




ROSEN ETAL 


NOT 
PUBLISHED 


pages 1-75 (pages 1 & 2 
partially redacted); 
portion of Table 2 ; 
and SEQ ID NO: 25164 






A8 


09/912,293 




ROSEN ETAL 


NOT 
PUBLISHED 


pages 1-75 (pages 1 & 2 
partially redacted); 
portion of Table 2; 

and SEQ ID NOS: 56075. 
83809, and 103730 






A9 


4,737,454 




DATTAGUPTAETAL. 


04/12/1988 








AlO 


5,124.443 




COLELLAETAL. 


06/23/1992 








All 


5,922,855 




LISKAYETAL. 


07/13/1999 








A12 


6,191,268 


Bl 


LISKAY ET AL. 


02/20/2001 








A13 


6,380.369 




ADAMS ET AL. 


04/30/2002 








A14 


6,165,713 




LISKAYETAL. 


12/26/2000 






r 


A15 


6,416,984 




HASELTINE ET AL. 


07/09/2002 





Examiner 
Signature 



Date 

Considered 



'Examiner: Initial if reference considered, whether or not citation is tn conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communtcaitan to applicant. 

' Unique citation designation number. ' See attached Kinds of U.S. Patent Documents. ' Enter Ofltce that issued the document, by the two-tetter 
code (WIP Standard ST.3). * For Japanese patent documents, the indication of the year of the reign of the Enq)eror must precede the serial 
number of the patent document. ' Kmd of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 1 6 if 
possible. * Applicant is to place a check mark here if English language Transbtion is attached. 

Burden Hour Statement: This form is cstimaicd to take 2.0 hours to con^ilete. Time will vary depending upon the needs of the individual case. Aiy co na i w it s on 
the anmmi of time you are requirvd to complete das form should be sent to the Chief Information Officer. U.S. Patent and Trademark Office, Washington, DC 2023 1 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Coimasskmer Ibr Patents. Washif^on, DC 202JI. 



rase type a plus sign ('**) inside this box 



PTO/SB/08 (08-00) 
Approved Tor use through 10/3 i/2002. OMB 065 1-003 1 
U.S. Patent and Trademark Office: U.S. DEPARTMElsTT OF COMMERCE 



Substitute for dam 1449/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Complete if Known 


Application Number 


]0/079»429 


Filing Date 


February 22, 2002 


First Named Inventor 


Haseltine et al. 


Group Art Unit 


1652 


Examiner Name 


Nashed, N.T. 


Sheet 1 2 of 5 


Attorney Doclcet Number 


PF106P3D1 



FOREIGN PATENT DOCUMENTS 



Examiner 
Initials* 



sit. 



Cite 
No.* 



KindCode^ 
Office' Number^ (if known) 



A16 



A17 



A18 



A19 



Foreign Patent Docunvnt 



WO 95/14085 A2 



WO 



WO 



WO 



95/14772 



95/15381 



95/16793 



Al 



A2 



Al 



Name of Patentee or Applicant 
of Cited Document 



DANA-FARBER 
CANCER INSTITUTE 



MATSUBARA, K. and 
OKUBO. K. 



THE JOHN HOPKINS 
UNIVERSITY 



OREGON HEALTH 
SCIENCES 



Date of Publication 
of Cited Document 
MM-DD-YYYY 



05/26/1995 



06/01/1995 



06/08/1995 



06/22/1995 



Pages. Colunms. Lines. 

Where Relevant 
Passages or Relevant 
Figures Appear 



Abstract and SEQ 
ID Nos. 265 and 
1856 



Examiner 
Signature 



Date 

Considered 



'Examiner: Initial irrererence considered, whether or not citation is in conformance with MPEP 609. Draw line through citation ifnol in conformance and not 
considered. Include copy of this form with next communication to applicant. 

' Unique citation designation number. ' See attached Kinds of U.S. Patent Documents. ' Enter Oflice that issued the document, by the two-lener 
code (WIP Standard ST.3). * For Japanese patent docimients, the indicaiion of die year of die reign oflhe Emperor must preeede die serial 
number of die patent document. ' Kind of document by the appropriate symbols as indicated on die document under WlPO Standard ST. 16 if 
possible. * Applicant is to place a check mark here if English language Translation is ansched. 



Burden Hour Siatement: This fomt ts esitnotcd to take 2.0 hours to conplete. Time will vaiy depending upon the needs of the individual case. Any comments on 
the amount of tme you ore required to complete thti form shouM be sent to the Chief Infammion Officer, U.S. Patent and Trademark OfBce, Washuigton. DC 20231. 
DO NOT SEND FEES OR COMPl^TED FORMS TO THIS ADDRESS. SEND Ta Commissioner for Patems. Washtngion. DC 2023 1 . 




a plus sign <**-) inside this box 



PTO/SB/08 (08-00) 
Approved for use through 10/3 1/2002. OMB 06S 1 -003 1 
U.S. Patent and Tradeimilc Oflice: U.S. DEPARTMENT OF COMMERCE 



^Substitute for fotm l449ypTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Complete if Known 


Application Number 


10/079,429 


Fitins Date 


February 22, 2002 


First Named Inventor 


Haseltlne et al. 


Group Art Unit 


1652 


Examiner Name 


Nashed. N.T. 


Sheet 3 of 5 


Attorney Docket Number 


PF106P3D1 



OTHER REFERENCES - NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials* 


Cite 
No.* 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 

publisher, city and/or country where published. 






A20 


GenBank Accession No. D12046, (12/02/1992). 








A21 


GenBank Accession No. Z24775, (08/02/1993). 








A22 


GenBank Accession No. Z36291, (08/15/1994), 








A23 


Geneseq Accession No. AAT29623, (04/30/1996). 








A24 


Geneseq Accession No. AAT29624, (04/30/1996). 








A25 


Geneseq Accession No. AAT29625. (04/30/1996). 








A26 


Geneseq Accession No. AAT29626. (04/30/1996). 








A27 


Genesea Accession No AAT29627 f04/30/1996^ 








A28 


Geneseq Accession No. AAT29628. (04/30/1996). 








A29 


Baker et al., Male mice defective in the DNA mismatch repair gene PMS2 exhibit 

2k nti nfinsi 1 /^nirtnrmcmnf* cvn^ncic m tnpiocic t oil 52^*^00—'^ 10 ■ lOO^i 
aUUUXlilai dUUIIM/oUUlC fi»yilapdl9 ill UlvlU51S>^ V./tf»l) Oi&.^v7~^17 \ 








ABO 


Fishel et al.. The Human Mutator Gene Homologue MSH2 and Its Association With 








A31 


Green et al., Systematic Generation of Sequence-Tagged Sites for Physical Mapping of 
xiunian v^nromosomes. /\ppiicaiion to ine jviapping oi numan i^nromosome / Lising 
Yeast Artificial Chromosomes, Genomics^ 11:548-564 (1991). 










rian ei ai., vjenomic siruciiirc oi numan imsmaicn repair gene, njni^m ^ ana iis muiaiion 
analysis in patients with hereditary non-polyposis colorectal cancer (HNPCC), Hum. Mol. 
Genet, 4:237-242 (1995). 








A33 


Horii et al.. Cloning, Characterization and Chromosomal Assignment of the Human 
Genes Homologous to Yeast PMSI^ A Member of Mismatch Repair Genes, Biochemical 
and Biophysical Research Communications, 204; 1257-1264(1994). 








A34 


Kolodner et al.. Structure of the human MLHJ locus and analysis of a large hereditary 
nonpolyposis colorectal carcinoma kindred for mlhJ mutations, Cancer Research, 
55:242-248, (1995). 








A35 


Kramer et al., Cloning and Nucleotide Sequence of DNA Mismatch Repair Gene PMSI 
from Saccharomyces cerevisiae: Homology of PMSI to Procaryotic MutL and HexB, J. 
of Bacteriology, 171:5339-5346, (1989). 








A36 


Leach F. S. et al., Mutations of a mutS Homolog in Hereditary Nonpolyposis Colorectal 
Cancer, Cell, 75:1215-1225 (1993). 








A37 


Lindblom et al, Genetic mapping of a second locus predisposing to hereditary non- 
polyposis colon cancer. Nature Genetics, 5:279-282 (1993). 








A38 


New et al.. The yeast gene MSH3 defines a new class of eukaryotic MutS homologues, 
Mol. Gen. Gent. 239:97-108 (1993). 








A39 


Nicolaides et al., Mutations of two PMS homologues in hereditary Nonpolyposis colon- 
cancer. Nature. 371:75-80 (1994). 





Examiner 
Signature 



Date 

Considered 



'Examiner: Iniiial if reference considered, wbelher or not citation is in conformance with MPEP 609. Draw line through ciution if not in conformance and not 
considered. Include copy of this fonn with next communication to applicant. 

' Unique citation designation number. ' Applicant is to pbce a check mark here if English language Translation is attached. 



Burden Hour Siaiemeni: Tlib fonn a estimated to take 2.0 houn to eonipkte. Time wiU vary depending upon the needs of the individual case. Any convnents on 
the amount of time you arc required to complete this fomi should be sent to the Chief Infbnnattoa Officer. U.S. Patcm and Tradenart Office, Washington, DC 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Comnassibner for Patents. Washingtan. DC 20231. 




a plus sign (-*■) inside this box 



PTO/SB/08 (08-00) 
Approved for use through 1 0/3 1 /2002. OMB 065 1 -^3 1 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Substitute for form 1449/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Complete if Known 


Application Number 


10/079,429 


Filinft Date 


February 22, 2002 


First Named Inventor 


Haseltine et al. 


Group Art Unit 


1652 


Examiner Name 


Washed, N.T. 


Sheet 


4 of 


5 


Attorney Docket Number 


PF106P3D1 



OTHER REFERENCES - NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials* 



Cite 
No.' 



A40 



A41 



A42 



Papadopoulos et al., Mutation of a mutL Homolog in Herediary Colon Cancer, Science, 
263:1625-1629(1994). 



A43 



A44 



A45 



A46 



A47 



A48 



A49 



A50 



A51 



A52 



A53 



A54 



A55 



A56 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue numbers), 
publisher, city and/or country where published. 



NystrOni*Lahti, Mismatch Repair Genes on Chromosomes 2p and 3p Account for a 
Major Share of Hereditary Nonpolyposis Colorectal Cancer Families Evaluable by 
Linkage, American Journal of Human Genetics, 55:659-665 (1994). 



Okubo et al., Large Scale cDNA sequencing for analysis of quantitative and quaUtative 
aspects of gene expression. Nature Genetics^ 2:173-179 (1992). 



ProUa et al.. Dual Requirement in Yeast DNA Mismatch Repair for MLHl and PMSl, 
Two Homologs of the Bacterial mutL Gene, Molecular and Cellular Biology, 14:407-415 
(1994) 



Proila et al., MLHl, PMSl, and MSH2 Interactions During the Initiation of DNA 
Mismatch in Repair Yeast, Science, 265: 1091-1093 (1994). 



Radman et al., DNA Mismatch Repair Systems: Mechanisms and Applications in 
Biotechnology, Biotechnology and Genetic Engineering Reviews, 1 1 : 357-366 (1993). 



FORD et al., "Fusion Tails for the Recovery and Purification of Recombinant Proteins," 
Protein Expression and Purification 2:95-107 (1991) 



Bronner et al.. Mutation in the DNA mismatch repair gene homologue hMLH 1 is 
associated with the hereditary non-polyposis colon cancer, Nature, 368:258-261 (1994), 



Chauhan et aL, Proficiency of Mismatch Repair Activity can be Retained in spite of low 
expression levels of the hMLH-X gene in the HCTT 116 colon cancer cell line. 

Gastroenterology, Suppl. 1 10:A502 (1996). 



Doriand's Medical Dictionary, pg. 232 (1995). 



Goldberg et al., Models of Neoplasia and Their Diagnostic Implications: A Historical 
Perspective, Clin. Chem., 39(llB):2360-2374 (1993). 



Jacoby et al.. Genetic instability associated with adenoma to carcinoma progression in 
hereditary nonpolyposis colon cancer. Gastroenterology , 109(1) 73-82 (1995). 



Bera, TK et al., ( 1 998) Cloning and characterization of mutL and mutS genes of Vibrio 
cholerae: nucleotide sequence of the mutL gene. Nucleic Acids Res. 17:6241-51. 



Risinger, JI et al., (1995) A hPMS2 mutant cell line is defective in strand-specific 
mismatch repair. J Biol Chem. 270: 1 8 1 83-6. 



Strand, M, (1993) Destabilization of tracts of single repetitive DNA in yeast by 
mutations affecting DNA mismatch repair. Nature. 365:274-6. 



KUNKEL et al., "Slippery DNA and diseases," Nature, 365:207-208 (1993). 



PARSONS et al.. "Hypermutability and Mismatch Repair Deficiency in RER^ Tumor 
Cells," Cell, 75:1227-1236(1993). 



Examiner 
Signature 



Date 

Considered 



'Exaininer: Initial irrefercnce considered, whether or not citation b in confomiance with MPEP 609. Draw line through citation if not in conrormance and not 
considered. Include copy of this fonn with next oommimicBtion to aniHcant. 

* Unique citation designation number. ' Applicant u to place a check mark here if English language Tnmslaiton is atuched. 



Burden Ko«r Statement: This fonn b csttnoied to ukc 2.0 houn to complete. Time will vary depending upon the needs of the individual case. Any commenu on 
Ute amount of time you are required to complete this feim shoukl be sem to the Chief Informatioo Ofliecr. U.S. Patent and Tradenarfc OflSoe. Washingtoik. DC 2023 1 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commiumner for Patemi. Wnhkigton. DC 2023 1. 




type a phis sign (-*-) inside this box 



PTO/SB/08 (08-00) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademaik Office: U.S. DEPARTMENT OF COMMERCE 



Substitute for fbrni 1449/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Complete if Known 


Application Number 


10/079,429 


Filine Date 


February 22, 2002 


First Named Inventor 


Haseitine et at. 


Group Art Unit 


1652 


Examiner Name 


Nashed, N.T. 


Sheet 1 5 of | 5 


Attorney Docket Number 


PF106P3D1 



OTHER REFERENCES - NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials' 



Cite 
No.' 



A57 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 
publisher, city and/or country where published. 



Strand, M, (1994) Destabilization of tracts of simple repetitive DNA in yeast by 
nnitations affecting DNA mismatch repair. Nature. 368:569. 



Examiner 
Signature 



Date 

Considered 



'Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if net in conformance and not 
considered. Include copy of this form with next communication to applicant 

' Unicpjc citation designation number. ' Applicant is to place a check mark here if English language Translation is attacbed. 



Burden Hour Suacment: This form a cstimaied to uikc 2.0 houn to con^lete. Time win vaiy depending upon the needs of the tndivklud case. Aiqr conanems oa 
the announi of time you are required to complete this form should be lem to the Chief Infbmnation Ofncer. Lf.S. Patent and Tnukmoik Office, Washtogton, DC 2023 1. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SENDTa Comrassioncr for Patents. Washington. DC 20231. 



